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08/981,824 



ApplicS^s) 
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□ Responsive to communlcation(s) filed on 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Quqi^§35 CD. 11; 453 O.G. 213. 



J month(s), or thirty days, whichever is 



A shortened statutory period for response to this action Is set to expire 

longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37CFR 1.136(a). 



Disposition of Claim 

S Claim(s) 1-52 



, is/are pending in the applicat 



Of the above, claim(s) , 

□ Claim(s) 

□ Claim(s) 

□ Claim(s) 

S Claims f:52 



is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to. 



. are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on Is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on Is □ approved Oiisapproved. 

□ The specification is objected to by the Examiner 

□ The oath or declaration is objected to by the Examiner 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All dpome* [Nlone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
*Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

Attachment(s) 

[E^otice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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Office Action Summary 



Part of Paper No. 
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DETAILED ACTION 



1 . The location of your application in the PTO has changed. To aid in correlating any papers 
for this application, all further correspondence regarding this application should be directed to 
Art Unit 1644, Group 1640, Technology Center 1600. 

2. This application contains sequence disclosures that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino A€id Sequence Disclosures. 
Applicant is required to fulfill these requirements by defming the SEQ ID NOS in both the 
specification and claims. Applicant has not provided CRF and paper copy of the sequence 
listing. In addition sequences identified in the claims, figures and specification are not labeled 
with SEQ ID NOs. 

3. Restriction is required under 35 U.S. C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not so 
linked as to form a single general inventive concept under PCT Rule 13.1. 

I. Group I, claims 1-6 and 18-20, drawn to a peptide/derivative/mimetic and pharmaceutical 
composition thereof. 

II. Group II, claims 7-20, drawn to a peptide/MHC complex. 

III. Group III, claims 21-23 and 27-29, drawn to a method of production of an agent for 
diagnosis, therapy or prevention. 

IV. Group IV, claims 24-26, drawn to a method for determination of a specific T cell 
subpopulation. 

V. Group V, claim 30, drawn to a method of producing an antigen. 

VI. Group VI, claims 31-32, drawn to a method for isolation of a specific T cell 
subpopulation. 

VII. Group VII, claims 33-36, drawn to a method for production of an antigen in vivo. 

VIII. Group VIII, claims 37 and 38, drawn to an antibody. 
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IX. Group X, claims 39, 46 and 47, drawn to a T cell. 

X. Group XI, claims 40-45, drawn to a method of administration of anti-GAD peptide 
pharmaceutical agent for induction of oral tolerance. 

XL Group XII, claims 48-50, drawn to a polypeptide with TCR activity. 

XII. Group XIII, claim 51, drawn to nucleic acid encoding a polypeptide. 

4. The mventions listed as Groups I-XII do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding 
special technical features for the following reasons: 

claim 1 does not provide a technical feature that is distinguished over the prior art, as peptides 
of claim 1 read on the intact GAD protem and are taught by Tobin et al (WO 95/07992, 
especially Figure 4a, see for example, peptide "a" is amino acids 86-105). 

Therefore, the instant invention lacks Unity of Invention and restriction is set forth as it applies 
to U.S. practice 

5. Irrespective of whichever group applicant may elect, applicant is further required under 35 
U.S.C.121(l)to elect a single disclosed species (a specific peptide) to which clauns would be 
restricted if no generic claun is finally held to be allowable and (2) to list all clauns readable 
thereon including those subsequently added. 

These species are distinct because their physicochemical properties are different. 

6. In addition, if the invention of Group X or Group XII is elected, applicant is further 
required to elect a specific species of TCR CD3 region. 

These species are distinct because their physicochemical properties are different. 

7. In addition, if the invention of Group II is elected, applicant is further required to elect a 
sin gle species of MHC type/subtype. 

These species are distinct because their physicochemical properties are different. 

8. In addition, if the invention of Group I or II is elected, applicant is further required to elect 
a sin gle species selected from: cytokines or surface antigen B7. 



These species are distinct because their physicochemical properties are different. 
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9. In addition, if the invention of Group III is elected, applicant is further required to elect a 
sin gle species selected from: tumor diseases or autoimmune diseases. 

These species are distinct because the pathological conditions differ in etiologies and 
therapeutic endpoints. 

10. Applicant is advised that a response to this requirement must include an identification of 
the species that is elected consonant with this requirement, and a listmg of all claims readable 
thereon, including any claims subsequently added. An argument that a claun is allowable or 
that all claims are generic is considered nonresponsive unless accompanied by an election. 

1 1 . Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
lunitations of an allowed generic claim as provided by 37 C.F.R. § 1.141. If claims are added 
after the election, applicant must indicate which are readable upon the elected species. 
M.P.E.P. § 809.02(a). 

12. Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species 
to be obvious variants or clearly admit on the record that this is the case. In either instance, if 
the examiner finds one of the inventions unpatentable over the prior art, the evidence or 
admission may be used in a rejection under 35 U.S.C. § 103 of the other invention. 

13. Applicant is advised that the response to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed. 

14. Applicant is reminded that upon the cancellation of claims to a non-elected uivention, the 
inventorship must be amended in compliance with 37 C.F.R. § 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claun remaining in the 
application. Any amendment of inventorship must be accompanied by a diligently-filed 
petition under 37 C.F.R. § 1.48(b) and by the fee required under 37 C.F.R. § 1.17(h). 

15. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Mariaime DiBrmo whose telephone number is (703) 308-0061. The 
examiner can normally be reached Monday through Friday from 9:00 am to 5:30 pm. A 
message may be left on the examiner's voice mail service. If attempts to reach the examiner 
by telephone are unsuccessful, the examiner's supervisor, Christina Chan can be reached on 
(703) 308-3973. Any mquiry of a general nature or relating to the status of this application 
should be directed to the Technology Center 1600 receptionist whose telephone number is 
(703) 308-0196. 
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Papers related to this application may be submitted to Technology Center 1600 by facsimile 
transmission. Papers should be faxed to Technology Center 1600 via the PTO Fax Center 
located in Crystal Mall 1 . The faxing of such papers must conform with the notice published 
m the Official Gazette, 1096 OG 30 (November 15, 1989). The CMl Fax Center telephone 
number is (703) 305-3014. 




Marianne DiBrino, Ph.D. 
Patent Examiner 
Group 1640 

Technology Center 1600 
December 15, 1999 
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Application No.: 

NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAININ?^ 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nudeotide and/or amino add sequence disdosure contained in this application does not 
comply with the requirements for such a disdosure as set forth in 37 C.F.R. 1 .821 - 1 825 for fh 
following rea^(s) 

rV 1. This application dearly falls (o comply with (he requirements of 37 C.F.R. 1.821-1 825 Aoolicanf 
LJ attention Is directed to these regulations, published at 1 1 1 4 OG 29. May 1 5 1 990 and at&s pr ^ 
' 18230. May 1, 1990. • v *Jo 

□ 2. This application does not contain, as a separate part of the disdosure on paper copy a 'Seou^^n^^ 
- Usting' as required by 37 C.F.R. 1.821(c). h/. oequence 

^T^c'f a ?82lS"^"^ computer readable form has not been submitted as required by 

(-] 4. A copy of the -Sequence UsUng" In computer readable fomi has been submitted. However the 
i-J content of the computer readable form does not comply with the requirements of 37 C F R V 897 
and^or 1.823. as Indicated on the attached copy of the mari<ed -up 'Raw Sequence Usting." 

n ^' '^P^^^^l readable fomi that has been filed with this application has been found to be damaqed 
LJ and/or unreadable as indicated on the attached CRF Diskette Problem Report A Substitute 
computer readable fonn must t>e submitted as required by 37 C.F.R. 1.825(d). 

□ 6. TJe paper copy of the -Sequence Usting' Is not the same as the computer readable from of the 
•Sequence Usting" as required by 37 C.F.R. 1.821(e), - t«uomorine 

Q 7. Other 

AppUpant Must Provide: 

O^ioSiSiv -computer readable form (CRF) copy of the -Sequence4Jsting'. ^ 




0^ into'tffesllldii'^^ -Sequence Usting". as well as an amendment directing Its entry 

statement that the content of the paper and computer readable copies are Uie same and where 
^\a^S^c:.^'^^'' new matter, as required by 37 C.F.R. 1.821(e) or 1.821(0 or 1.821(9)^ 

For questions regarding compliance to these requirements, please contact: 
For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
For Patentin software help, call (703) 308:6856 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



COPY FOR [ ] File [^Applicant 



